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modifications to the master manufac-
turing records;

(2) Reviewing and approving all batch
production-related records;

(3) Reviewing all monitoring required
under subpart E;

(4) Conducting any required material
review and making any required dis-
position decision;

(5) Approving or rejecting any reproc-
essing;

(6) Determining whether all in-proc-
ess specifications established in ac-
cordance with §111.70(c) are met;

(7) Determining whether each fin-
ished batch conforms to product speci-
fications established in accordance
with §111.70(e); and

(8) Approving and releasing, or re-
jecting, each finished batch for dis-
tribution, including any reprocessed
finished batch.

(b) Quality control personnel must
not approve and release for distribu-
tion:

(1) Any batch of dietary supplement
for which any component in the batch
does not meet its identity specifica-
tion;

(2) Any batch of dietary supplement,
including any reprocessed batch, that
does not meet all product specifica-
tions established in accordance with
§111.70(e);

(3) Any batch of dietary supplement,
including any reprocessed batch, that
has not been manufactured, packaged,
labeled, and held under conditions to
prevent adulteration under section
402(a)(1), (a)(2), (a)(3), and (a)(4) of the
act; and

(4) Any product received from a sup-
plier for packaging or labeling as a die-
tary supplement (and for distribution
rather than for return to the supplier)
for which sufficient assurance is not
provided to adequately identify the
product and to determine that the
product is consistent with your pur-
chase order.

§111.127 What quality control oper-
ations are required for packaging
and labeling operations?

Quality control operations for pack-
aging and labeling operations must in-
clude:

(a) Reviewing the results of any vis-
ual examination and documentation to

§111.130

ensure that specifications established
under §111.70(f) are met for all products
that you receive for packaging and la-
beling as a dietary supplement (and for
distribution rather than for return to
the supplier);

(b) Approving, and releasing from
quarantine, all products that you re-
ceive for packaging or labeling as a di-
etary supplement (and for distribution
rather than for return to the supplier)
before they are used for packaging or
labeling;

(c) Reviewing and approving all
records for packaging and label oper-
ations;

(d) Determining whether the finished
packaged and labeled dietary supple-
ment conforms to specifications estab-
lished in accordance with §111.70(g);

(e) Conducting any required material
review and making any required dis-
position decision;

(f) Approving or rejecting any re-
packaging of a packaged dietary sup-
plement;

(g) Approving or rejecting any re-
labeling of a packaged and labeled die-
tary supplement; and

(h) Approving for release, or reject-
ing, any packaged and labeled dietary
supplement (including a repackaged or
relabeled dietary supplement) for dis-
tribution.

§111.130 What quality control oper-
ations are required for returned di-
etary supplements?

Quality control operations for re-
turned dietary supplements must in-
clude:

(a) Conducting any required material
review and making any required dis-
position decision; including:

(1) Determining whether tests or ex-
amination are necessary to determine
compliance with product specifications
established in accordance with
§111.70(e); and

(2) Reviewing the results of any tests
or examinations that are conducted to
determine compliance with product
specifications established in accord-
ance with §111.70(e);

(b) Approving or rejecting any sal-
vage and redistribution of any returned
dietary supplement;

245



		Superintendent of Documents
	2012-05-12T04:11:10-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




